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^(Tc-ciT ifR ^^rPT'i 

(??rF2T fTJ-JT-f) 
mg-f’TTr 

?t| i^rjfr, 9 1994 

isrr. 47 r.f 4 . 615(?t):— 3fi--rfa-mTTsr4-rrsfrHi 
PtW, 1945 ipr 3it< % fer 

mqf 3ft 4 5r?frer4 ^Trrfr srfafrirTr, 

1940 (1940 471 23) UKT 12 31^7: ?nTT 334ft 

?fr3Ti^T, % -TT^rir^r, %7fi 2 , 3 , 

-jw*?' (i), ^rft«r 22 1994 ^ 3 " hwk 

,% ■?iip;>r 3fk Tfvm rnmir fftvrTr) 

:#r ^.TTi'.'iW.fT. 1 13(^), 22*rt^X 

19 94 ST<T T4nf;r,T W WT, ^ inft 

E’rffa-j# ft fm'fi rurf^cT ftft i^r ft^rr^r 

4;, Tjff <Trft«r ft, f^RT^ft ^ srfftjit 

-jwsar it vii ftV, ffw ^ rrmfftr 

T 'p' WT aik.TjirTS' ftt$ nt? % I 

#i?. rM-ra' 4ft afft2rt 11-3-94 i?ft Tft isrTwssr 
^Tf ir Tif «rft ,i 


fttK ti-77rr'< tsfcT ITTf^T fr^ft ^ 

ft ft fttf ?rr«"T aft?: srr^cr Trfr |tr 1 3 

?r?, irrsf-fT ijwrr srfjfm ftt airr 

12 sivr uirr 33 ara a^rr sTHrfftr <171 sftw 
aiTsifa’ ?r^7Ffrftr *r?rifs[rrc fttt ft q^ u r vi ft^sw 
;Ti''rfer sfk mr^iH mrnft frirTr, 194 s «i7T srtr 
fpTft % f^-q fr^m |, ?r'<fq;— 

1 . ( 1 ) ffr-iftf ^ ftfsitiFT m^r sfMft aftr 
s-»mriT ('Tt=^4'r ftPftiR) ftr^, 1994 I i 

(j2) ft 3T3r'r^ ft rr^TRRT ftt w<m ftt rrjRi -iTft 1 

2 , arn sr^TrsfTf i»4s '», 

fWTT 85 ft iS’^friRr ( 2 ) ft 

f-fTT-i 3r?T:7?4r?T?f f»74r arrtrrrT, otw :— 

“( 3 ) fttf sPri^iftrOTift, fft^T sTTifp^fft, 

^f-TTTT ( 1 ) m ( 2 ) ft 

ftT^TiT sRoto snfgTiiTrct qrr 

rrrfft^^ifr arrr tr r? ftr ttI |, 

Wft §r*j rrrft?! ftt iifT # ft nift 
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fer % jpTff^^rfrT, tt 

T^TR T^T ?rfRr f-F?: ?rTiTT siVi; %?5Y?4- 

ifRfrR R^^'-r ?r^'?TfT %t 

s;7f sj-Ttp: §T q-sRrfT ti% 

5^ fpT ^Mi', -iff 'aTiR ^'^Tfr zrr ^7^- 

fKvT r’ 

[?T o iT5f*r- 11014 / 14/9 3-iT- *T?r tr^ iTti^ fr tT<^ rQ 

t?rTf 

TftsTO Tfrt TOISTT' g-i^nfl fnRST, 194 5, 1-5-79. 

aR 'TTT tTsflfTT ^ ^ fT!RR -7^: irfCTiT: sRiri<rr 
(?..;|sRS7)r fq'flT<T) ^7»j^ ^ f5rff4 mq-RT ?fR 5r=T,'.crM. 
WRI, srfgfa-q-ST ssfR f-TW {'fi. fr. Tf . tFT. )’ 

# rffRr^T- I, I 1 fFT^TTra; Tjaar fiiim 4 

■TTK'I % trTTR 2 :^^^ ( 3 ) 4 TRTrfs-trr 

mAf T- ST^ i Tsftrsra' f+XT 57^: I:— 


!. 

Ff. -Tf. fr. 

1241, 6-10-1979 

2 

Fi . Ti . TF . 

1242, Fift-F 6-10-1979 

3. 

Ff. Ti, ft, 

12 43, Fftfft 6-10-79 

4. 

FT. Vi. ft. 

1281, FiTi? 12-10-8’) 

5. 

Ff. Vi. fi’. 

430, Fffr<t 19-4-80 

6- 

FT. ft. H . 

779, trd^ 26-7-80 

7- 

Ff. ft. ft. 

540(f), ft fit 22-9-80 

8.. 

FT. f>T. ft. 

6 80, FTFOir 5-12-80 

y. 

FT. fTT. ftr. 

681(F) F.tlF ,5-12-80 

1 0, 

FT . ft. ft. 

6 8 2,(f), tPJF .5-12-80 

1 i. 

FI , ffi . ft. 

27(f), cTRi-a- 17-1-81 

1 2. 

Ff. fTf. H. 

478(F), FfTtg- 6-8-81 

13. 

FT. fff. ft, 

62(f), FltrT 15-2-82 

14. 

Fi , ft. ft. 

462(f), FfW 22-6-82 

i 5- 

Ff. Ff. • I’t. 

.510(f), tfffg 2(3-7-82 

1 6, 

FT . Ti'. ! f. 

13('t),. Fftf^T 26-7-82 

1 7. 

Fi . '3i . ft 

. 318(f), t,W 1-.5-S4 

18. 

FT . fff. ft. 

331(f), FiFfF S-5-84 

19. 

FT. fir. ft. 

460(f), FftfF 20-6-84 

20. 

Ff. Vi . ft. 

487(f), FI'6’^ 2-7-84 

21. 

FT. Vi. ft. 

. 89(F), FRi^ 16-2-85 

22. 

FT. ffi . ft 

. 788(f), FfFF 10-10-85 

23. 

FT . . ft. 

17(f), rntra- 7 - 1-86 

34. 

FT. ft. ft. 

1049(f), FRW 29-5-86 

25. 

Ff. Vi. ft. 

1060(f), Fitrc 5-9-86 

26.,' 

FT . TT. ft. 

111S(f), FfF# 30-8-86 


27. ?rr; . f^T. 7i(ir), crro«r 30 - 1 -S 7 
2 - 8 . m. Ti. f4. 57o(5r), artr’g- 12 - 6-57 
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29. TT. ^ ^ Pt, 626(3S'), 2-7-87 

30. FT. •‘fTT. fn. 792 (f), Tifm 17-9-87 

31. FI. qiT. n. 371 (f), Fi'(,'<a i4-3-f-8 

32. FT. It. 75(f), Tifra- 2-6-88 

33. FI. ^t; . fr. 675 (f), TiOT 2-6-88 

34. Fi . . fr . 676 (f), FTTt'T 2-6-88 

3 5. FT. ^V. fr. 677 (f), F,R''3 2-6-8 8 

36. FT. FT. fr. 681 (f), T.fr=T 6-6-83 

37. FT. Vi. fr. 735(F), T.TW 2.4-6-88 

38. FT. FT. fr. -813 (f), TRtJf 27-7-88 

3 9. FT. Vi. fr. 944 (f), 21-9-88 

(Tfe'TF) 

40. F('. >n. ■^. 43 (f), FTTW 20-1-89 

{%f^) 

•41. tlT. Tf. . 44(f), TRi^' 20-1-89 
(bTMW) 

42. FT. Ti . 100 (f), ?r,'fi<T 14-2-89 

(stJw) 

43. FT. 4Ti. fn. 443 (f), FTfra' 12-4-89 
(tFl1^-FF) 

44 . FT. TT. ir. 588 (f), 2-6-89 

(5TT?qF) 


45 . 

FT. 5Tt. 

691(f), FVffF 

11-7-89 

46. 

FT. Ft. ft. 

784(f), oTW 

28-8-8 9 

47. 

Fi . V\ . ft. 

16(f), FifiTt 1 

-10-89 

48. 

FT . tt . ft. 

731(f), FiFiT^ 

2 3-8-90 

49 . 

FT . Ti . ft. 

865(f), FRTF 

2 5-10-90 

50. 

FT. tir. ft. 

11(f), FITT^ 

7-1-9-1 

51. 

FT . tt , ft. 

223(f), tiftt 

1 9-4-91 

52. 

FT. tr. ft. 

246(f), trOT 

1-5-91 

53 . 

FT . f f , ft . 

301(f), F.fT't 

7-6-91 

54 . 

FT, Vi. ft. 

3 02(f), FfffF 

7-6-91 

5 5- 

FI - Vi -, ft .. 

49l(F),FTftt 

2.5-7-91 

56. 

FT. tt. ft'. 

49 5(f), FTTW 

2 5-7-91 

57 . 

Fit tir. ft. 

5 32(f), FfTTF 

1 4-8-91 

58. 

FT, tlT. ft. 

626(V), FTW 

14-1 0-91 

59 . 

FT . FT . ft , 

668(f), FTTW 

7-11-91 „ 

60. 

FT . FT . ft . 

730(f), FiffW 

10-12-91 

61. 

FT . FT . . 

59 (F), mfm : 

22-1-02 

02. 

FT . Ff . ^ . 

30s'(f}, trffF 

4-3-02 




63. Ft. ft. ft. 44 5(F), .FR'm 30-4-92 

64. FT. fTi'. fa-. 597 (f), Vii'im 17-6-8 2 

65-. FT. FT. fF. 663 (f), FiTT-Sr 3-7-92 
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6 6. 

Hr. 

fn. 

723(h), ; 

11-8-92 

6 7. 

Hf . 

fTi . 

fn. 

796(h), 


1-10-92 

68. 

m. 

.. 

fir. 

877(h), 


17-11-9 2 

69 

Hr. 

frr. 

fH. 

904(h), 


2-12-92 

7Ci. 

nr. 

EfTi . 

fn. 

923(H), 

frifrif 

14-12-92 

71. 

HI . 


f.T. 

27(h), 

cTifr^ 

22-1-9.3 







7 2. 

Hr. 

5frr. 

4:,. 

in . 

2 8(h), HiftH 2 

12-1-93 

73. 

Hi . 

. 

fn. 

86(h), tr 

2 

,6-2-93 

7 4. 

Hi . 

Epr, 

fH. 

296(h), 


24-3-93 

/ 

Hr. 


fH. 

373(h), 

nrvi‘<5l' 

13-4-93 


(5^qrH) 





76. 

Hr. 


fiT. 

37 4(h), 

cTffr^r 

13-4-93 


(h/shh) 





73. 

Hf. 


IH. 

447(h), 

HiTTH 

10-6-93 







78. 

Hi . 


Pt. 

658(h), 


I 

0 

1 

C?) 

79. 

Hr. 

. 

Pr. 

673(h), 


27-10-93 

SO. 

HT . 

. 

Pr. 

103(H), 

Hitr-H 

2 2-2-94 
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MINISTRY OF HEALTH AND FAMILT' 
WELFARE 

(Depai'tment of Health) 
NOTIFICATION 
New Delhi, the 9th August, 1994 

G.S.R. 615(E).—Whereas a, draft of certain, 
rules further to amend the Drugs and Cosmetics 
Rules. 1945 was puWi.shed as required In' Sec- 
t'sons 12 and 3.5 of the Drugs and Cosmctn-s Act, 
1940 (23 <4 1940), with the Notification of the 
Government of India, in the Ministr}' of Health 
and Family Welfare (Department of Health) 
No. GSR 113(!£) dated the 22nd Februarv. 
1994 in the Gazette of India, Extra-ordinary Part 
n. Section 3. Sub-section (i), dated the 22nd Fcb- 
niiiry. 1944. inviting the objections and sugges¬ 
tions from all persoas likely to be affected thereby 
before the expiry of period of Thirty days from 
the date on which the copies of the Gazette were 
made available to the public. 

And whereas the copies of the Gazette were 
made available to the public on 11-3-1994. 

And whereas no objections and suggestions have 
been received from the public on the said draft 
rules by the Central Government. 

Now. therefore, in exercise of the powers con¬ 
ferred by the Sections 12 and 33 of the said Act, 
the Central Government, after consultation with 
the Drugs Technical Advisory Board, hereby 
makes the following rules further to amend the* 
Drugs and Cosmetics Rules, 1945, namely 


■rxjcaBT...- . ._ .... 

1. (1) These rules may be called the Drugs 
and Cosmetics (Vth Amendment) Rules, 1994. 

(2) They shall come into force on the date 
of their publication in the Official Gazette. 

2. Iii the Drugs and Cosmetics Rules, 1945, 
after sub-rule (2) of rule 85, the foilovi'ing sub- 
rule .shaii be inserted, namely 

“(3) A licensee whose licence has been 
suspended or cancelled by the Central 
Licence Approving Authority or 
Licencing Authority under sub¬ 
rule (1) or sub-rule (2), as the case 
may be, may within ninety days of the 
receipt of a copy of the order by him 
prefer an appeal to the Central Govern¬ 
ment or the State Government, as the 
case may be, and the Central Govern¬ 
ment or the State Government may 
after giving the licence an opportunity 
of being heard, confirm, reverse or 
modify such order.” 

[No. X. 11014il4:93-DMS & PFAl 
SHAILAJA CHANDRA, Jt. Secy, 

Note ; The Drugs & Cosmetics Rules, 1945 
as atnended upto 1-5-1979 is contained in the 
publication of the Ministry of Health & Family 
Welfare (Deparbneut of Health) containing the 
Drugs & Coranctics .Act and the Rules (PDGHS- 
6! ’,. Subsenuentlv the said rules have been 
amended by tiie following notifications published 
in Part 11. Sc'ction 3, Sub-section (i) of the 
Gazette of India- namelv :— 

1. GSR 124! dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-I9'7Q 

5. GSR 430 dated 19-04-1080 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 631(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-19S1 

12. GSR 478(E) dated 6-8-1.981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-198:t 

, 17. Gf^ 318(E) dated 1-5-1984 ■ 



^ THK r rjH OJ- i n i ::a : 

IK. GSR 33U'E) dated 8-5-1981 
J9. GSR 460(E) dated 20-6-1984 

20. GSR 487CE) datej 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 788(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 
.28. GSR 570(B) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(H) dated 17-9-1987 

.31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

33. GSR 673(E) dated 2-6-1988 

,34. GSR 676(E) dated 2-6-1988 

.35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-! 988 

.17. GSR 735'(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

.39. GSR 944(E) dated 21-9-1988 (Corrigea- 

(dum) 

40. GSR 43(E) dated 20-1-1989 [Clorrigeu- 

duni) 

41. GSR 44(E) dated 20-1-1989 fOnxlgen- 

dum) 

42. GSR 100(E) dated 14-2-1989 (Cnrrigen- 

dum) 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 (Corrigen¬ 

dum ) 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(E) dated 28-8-1989 

47. G ;R 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(E) dated 25-10-1990 
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50. GSR 11(E) dated 7-1-1991 
5!. GSR 223(E) dated 19-4-1991 
52. GSR 246(E) dated 1-5-1991 
.^3. GSR 301(E) dated 7-6-1991 
.54. GSR 302(E) dated 7-6-1991 

55. GSR 491(E) dated 25-7-1991 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-8-1991 

58. GSR 626(E) dated 1-10-1991 

59. GSR 668(E) dated 1-11-1991 

60. GSR 730(E) dated 10-12-1961 

61. GSR 50(E) dated 22-1-1992 

62. G.SR 305(E) dated 4-3-1992 fCorriaea- 

63. GSR 445(B) dated 30 4-1992 

64. GSR 597(E) dated 17-6-1992 

65. GSR 663(E) dated 3-7-1992 

66. GSR 723(E) dated 11-8-1992 

67. GSR 796fE) dated l-JO-1992 

68. GSR 877(E) dated 17-11-1992 

69. GSR 90-4(E) dated 2-12-1992 

70. GSR 923(E) dated 14-12-1992 

71. GSR 27(E) dated 22-1-1993 (Corrlgen- 

lutti i 

12. GSR 28(E) dated 22-1-1993 

73. GSR 86(E) dated 26-2-1993 

74. GSR 296(E) dated 24-3-1993 

75. GSR 373(E) dated 13-4-1993 (Coingen- 

2 am) 

76. GSR 374(E) dated 13-4']993 (Coirigeii- 

duni) 

77. GSR 447(E) dated 10-6-1993 (CortSgen- 

dum) 

78. GSR 638(E) dated 19*10-1993 

79. GSR 673(E) dated 27-l(V1993 

80. GSR 108(E) dated 22-2-1994 

51. GSR 109(E) dated 22-2-1994 
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